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Re: No adverse went 

Date: September 27,204 

Phone call kceived &om a ~nsum~ on Sqpteniber 27,2004. The p&ent h& been taking the ” (( 
tradename form of LEVCXHYRO~ f@m Abbtt Labwatq& fQr* years, In 
July 2004, the patient was switched to generic ~V~~~~ &o 

app~cucimately 

September 2004, the patie~@ expcri 
Pamela Rieb. A letter wi@ $e,,sent 

achiness. This.q 
regard@ this adverse event,. 

Post%arketing Safety Mankger 

SCG/FBO l/31/03 



Gjobal Medical Services : 
Abbott&&oratories 
Global Medical Services 
200 Abbott Rark Road AP3+2 
Abbok Park Illinois 60064-6 186 
Office: I-800-633-91 10 
Fy: l-847-938-0644 

Ta’ Whom it May Concern; 

Abbott Laboratories has received an adverse event report &I v&i& ~~pr~~~ 
LEVOTHYROXINE@~, was identied as a syect drug.“%!e are fo~~d~~,~s x-q&t to 
your company for your use in complying ,tith the? FDA regulati~as far the -ypo;rting of 
spontaneous and clinical adqerse events and ICkI Guide cals Data 
Management: Definitions and Standards for Eqnxikd 

The reporter’s information iq: 

Should you wish to contact us, pkase catt I- 

Sincerely, 

Abbott Laboratories 
Medical Services Speciali+ 
Global Pharmaceutical and Research Department 



Global Medical Services I+ 
Abbott Laboratories 
Global Medical Services 
200 Abbott Pa& Road AP34-2,, 
Abbott Park, Illinois 60064+8~ 
Office: l-800633-91 10 
Fax: l-847-938-0644 

November 2; ZOO4 

To Whoti it May Concern; 

Abbott Laboratories has received an adverse-event report in which yaw product, Levothyroxine 
Sodium Tablet@~, was identified aS a suspect drug. We,we fww this infomrtion to your 
company for your use in comply&g with the FDA regulatiov for the of spontaueous 
and clinical adverse events and I- Guid&kws on Clinical Safety Data M~~g~~t: 
Definitions and Standards for Expedited Rqwting. 

ed ~Eatigue and feeling cold with ~v~.~~o~~e Sodium Tablets. 

Should you w-is5 to c?tact us, please cb 1~800-633-9110 
* 4&i 

Sincerely, 

Ray Labayo, RN, BSN 
Abbott Laboratories 
Medical Services Specialist 
Global Pharmaceutical and Research Department 



No Adverse%kent Memo 
I+ Synthroid 

w v no adverse event with Synthpid, No f&i&r action was 

Ray Labavo RN. BSN $ f-~&w bzEJeJ WV 
Post-Marketing Saf&y Post tiarketing safety Analyst 

SCGFBO l/31/03 



cl Adverse Remtim 

cl AEGgS Dat&ase search 

Produ 

El Physician ~Phwmcist q Nur#e m IWent c] Abbott Rep* ~Qtbr 

ADVERSE EeNl(S): 

SUMMARY OF BISCUSSION: 

7G!+L w 

* 



Abbott Labor+tories 
Global Medical Se&es : ,, 
200 Abbott ?ark Road AP34-2 
Abbott Par& Illinois 60064-6) 86 
Office: l-8W%33-9110 
Fax: l-847-938-0644 

Novmeber Wth, 2004 

Ta Whom it May Concern; 

Abbott Laboratories h 
appetite in which ymr. 
patient experiencing the 
forwarding this letter to 
the reporting of spmtaneous and&r&l adverse, events ami ICH 
Data Management: 

lines on Clinical Safety 

Should you wish to contact us, please calI L-800-633-91 10 

sinCerely, 

Abbott Laboratories 
Medical Services Specialist 
Global Pharmaceutical and:Reseamh Bqmtment 



Abbott L&q-tories 
Global Medical Services 
200 Abbott P&k Road Al?342 
Abbott Park, Illinois 6006&61186 
Officei 1980Q-633-9110 
Fax: l-847-9384@@ 

To Whom It May Concern; 

Abbott Laboratories has received an&verse event report i& wh+h ymr duet, Generic 
Levothyoxine was identisie@ as a kuspect drug. We are flog this report to your company 
for your use in cornplying with the E@A regqlat$ons for the repmting@f spontamxms and clinical 
adverse events and ICN Guidelines on Clii&%l Safety Data ~~ag~~t: D$i&ions and 
Standards for Expedited l+port&g. 

Should you wish to contact us, please call 1:+00-633-91 X0 
** 

Sincerely, 

Abbott Laboratories 
Medical Services Analyst 
Global Pharmaceutical and Rese&h Department 



Global Medical Senkes 
Abbott Laboratories 
Glohti Medical Services 
200 Abbott Park Road AP34-2 
ib)ot$ Park, Illinois 60064-6 i 86 
Office: l-800-633-91 10 
Fax: l-847-938-0644 

I, 

*. 

._ 

Sept+ber 27,2004 ’ *I 

. 

Td Whom it May Concern; 

Abbott L&oratories has received ,an adwrseevent report in m$ich your pmduct, Gem& 
Levothyroxine was identified as a suspect dmg. We ark forui 
for your use in complying w@h the FDA for the rep 
adverse events and ICH Guidelines on Clinkal Safety Data ~~g~~t~ D&&itions and 
Standards for Expedited Repixting. 

Should you wish to contact qs, please call l-$00-633-91 10 

Sincerely, 

Annette Larse& RN 

Abbott Laboratories 
Medical Services Analyst 
Global Phamaceu~cd and Research Department 



*t I 
rwwof 
s ??/??/02 ' 09/13/04 
DaswlberrrmwpKelml 
Consumer report from the USA'ofihair loss, 
excessive perspiration, depression, q&d 
nenopausal-lfke symptoms coincident with 
LEVOTHYROXINE (SYNTHROID) therapy. In 1999, 
the patient began 
thyroidtcancer. 

SYNTWROID therapy for, 
fn 2002 r the'patwmt 

experkekced hair loss. In 2002, the-d:sage 
of SYNTHMID therapy was increasad. 
XICIZ, the 

In f: 
atrent recovered;fro&the hair 
ug 2004, the patient1 was swztched 

to GiNERIC LEVOTXYROXINE thera 
2004 after the switch to GENE& 'nAug 
LEVO~HYROXINE therapy, the patient 
experienced excessive perspzration, 
de ression, and meno ausal-like symptoms. 
G&ERIC LEVOTHYROXINE ther,apy was ongoing, 
The patient has not recovered from the 
excessive perspiration, ‘degression, and 
menopausal-like s ptoms. 'The reporter 
declined to have he physician contacted. i!? 
GENERIC LEVOTHYROXINE was also considered- 
suspect. 

R~bonlwydat* ill&dbgdatrd 

Not reported 

plqDmcy.rrmlria):aadalalhol.rCbCplb’drPo3;wc.) 
The patient quit smokin in 1989, is a 
nondrinker, and has no a nown allergies. 

Q 08/?.?/04 - Ongoina w 
5. Evaatabwadnftwllu 

uoppcdwdoulwlocod 
n THYROID CANCFR 

16. tzolKi&laltt llwn@.prrductl” 
1) OMEPWZ6LE‘ 

CM~dSW(CCC~lWSWOltdCVCOtl 
2) FAMOTIDINNE 

Unknown - Ongoing 
3) ROR~~OXIR u,:k:z 

- Ongoing 
* Onooinu 

Unknown - OnGoing 

PPD Pharmacovigilance 
200 Abbott P&k Road 
D-4 91: ‘AP34-1E 
P&kt Par~,IU.inois'6~064-6L57 
( Inform& Unit 1 

l- 
2 1 

Hair loss (Alopecia) 
Perspiration excessive 
(Hypechidrosisl 

3). 5apression (Depression) 
4)' Menopausal symptoms 

(Menopausal symptoms) 

1. ,Naiwk+drw# -1 pkDlldl 

In Confidence 
USA 



.G&nLovigi'lhnce 
200 Abbott Park Road 
b-491 AP,3O-1E 
F&Ott 9ark,Ellinois 60064-6157 
I 
Continn&io~ F&et for FfIA~3500A Form PsgcL of&,.- ** report #-: 

DEte of this rt : @P/%3/04 ‘2 
B.6 Rekvsnt t&Msboratoq data, lncMing dates (Co&.) 

LabResult: ’ 
TI8tDUI I Tee drtr 

Se& Narrative ‘Lib 'UNK 
Re8ult8 

C. Suspect med@tion (Coat;..) 

scq- 
Cl suspoctmsdicauon 1 ” 
c2 Dosq frquoncy’& AC used 
C3 Therapy Dotso (or duration) 

t!!%Esz ! 

SqNa 
Cl Suspect mcdicntlon 

CM. Concondtyt medical products 

sCqN% sCqN% concondtant~Medi&d Prodnct concondtant~Medi&d Prodnct 
Dose, lrquency & route ased Dose, frquency & route ased 
Magnods for use(indic8tion) Magnods for use(indic8tion) 

:1 
:SYMTWROUJ 125 mcg(SYNTXROID) (~~VOTH~~OXIN~~ 
* ~~E~~~n~~o~IN~! 1 11% 1 D, Per oral, j 
82) ??/??f 8' 2 - 08/??/cJ4 

i?!$kdtaat Medicd Product 
Dose+ frqnency & route II!& 
Magnosis for Ils@dicauon) 

DDpt, frquency % route used 
Diagnosis for uteflaakrtion) 

?%!%itant Medical Product 
Diagnosis for use(mdiwtioa) 

?Z!!:&mntMedimlProduCt 

D&nods for use(indicltion) 

:&NERIC I;EVOTHYROXINE 

; -ffMOTX DIfJE 
As required, Per oral. 

~3) hO&&CH 
:3 
: ROr?ECOXLB 
$1) I in 1 D, Per oral 
:l) PA'IN 
:4 
:LISfNOPRfL 
:l) PREVEF?TTON OF HEART DISEASE 
:5 
:ESTROcXNS CONJUGATED 

1 in 1 D Per aral : i] k~5!yw * tM/??/oa : 
:I) UNKNOWN INDLCATION 

:’ . . .-.,I 



se”& Phone: 

Sender Fax Number: 

Seder Comments: 

swpeciAbbonPr 

ProdlJctDwner(useProductOwnerUst*mf~~ 

* PDPMS q ppM~ oru nm URoII 

I PPD PMS Pharmaceuticsl Products I’ spcmtensous Rhpme only I’ I 

PPD IND Pbmt8Ceuticrrl Products 

Al I ROW Nutritlmak I ROSS -untsr 

Al I Ross NutrUlo~l8 I ROW h~r-the+~ntM 

HP0 Pharmacwtka1 Producte 

Report Type: 

Pleese check one of the following: 

R422.D4-F.018 
version 10 

E-e Dale 23Jan2004 



at time event oaqumd: 

E-Mail: 
Prescriber? t]Yre #NO D Unknawn E3 NobReporte 
DaNalRepartNem 0 5 Reletiw 

R422-04F-01@ 
VerEian 10 

EUeotii Dete 28Jen2004 



-. # 
. 

. 
I  

.  

*’ I  REPORTENG -E 

If yes, Adveree Event 

R4?2-04-F~18 
Verskn 10 

+Effeative Date 29JarG?OtM 



\dvermEvent . 



Abbottl’roduot 

If smpect drug disccntinuul~ did 

I Improved or reeofved, whfchewmt@j 

If swpecl pmducl nintroducsd, did eve 

eview Requested a 
f34ZXWF-018 

v8rsion 10 
Effactiva Date 29- 

Pega5ofB 



If Patient died, was autopsy performs? ‘t3 Yeds Date of autopsy 
Rewtt8 of autopsy: 
iJ Death Certifi~te Attached 
cause of Death: 

F34qx?4-F-o1& 
vemm 10 

Effeaive Date 2SJanmM 



Test DWTime 



‘ADWERSEEVENETR~F 

- 



No Advm~vent Memo 
Re: Synthroid 
AAD: 19 Apr 2005 

Date: 22’Apr 2005 

2-l Apr 2UO5; ~a ietter to 

Medical Saf++ty Analyst ” 

Post-Marketing Safety Ma&qer 

SCGEBO l/31/03 



Global Nledtcal Services 

A&X% Laboratories 
q1obiil Medical services 
200 Abbott Park Road AP34-2 
AbbotisPark, Illinois 60064-61.86 
Office: l-800-633-9110 
Fl)x: l-8?7-938-0644 

* 

To Whom it May Concern; 
,‘,\ 4 

Abbott Laboratories has received qn adv& eve+ report in qh y@q 
L$WX-HYR0~ s 
of the consumer whose 

began LEVB~Q~ SQDlXQ$ ZUO mcg 
adverse event of increased 
information by our company’ for your use ~‘~rn~l~g 
reporting of spontaneous and clinic& &verse eventi 
Management Def&ions and S&&r&. for Exp@ted Rej~orting. 

Should you wish 40 contact us, pled call I-8Oq-633-9110 

Abbott Laboratories 
Medic@ Services Analyst 
Global Pharmaceutical and Research DepWment 



Patient identifiers: .- .--. ..-..-.- ..-_-. .-c.- ..,..., . .._ _, . 

ADVERSE EVENT(S): . 
SUMMARY QF DISCUSSIQN: \ 


